
CERTIFICATE OF MAILING 
certify that this correspondence is being deposited with the United States Postal Service as first class mail in an 
^lope addressed to: Commissioner for Patents, P.O. Box 1450, Alexandria, VA 22313-1450, on the date appearing 
below. 

ELI LILLY AND COMPANY 



By. 



Date May \Sj MY1<4 



PATENT APPLICATION 
IN THE UNITED STATES PATENT AND TRADEMARK OFFICE 



Applicants 

Serial No. 

International 
Filing Date 

For 

Docket No. 



James A. Hoffmann, et al 
09/928,198 

August 10, 2001 
FSH Formulations 
X12383N 



Group Art Unit: 
1647 

Examiner: 
R. Deberry 



CERTIFICATION UNDER 37 C.F.R. SI. 97 (e) 

Commissioner for Patents 

P.O. Box 1450 

Alexandria, VA 22313-1450 

Sir: 

Under the guidelines of 37 C.F.R. § 1 .97(e), I hereby certify that: 
no item of information contained in the information disclosure statement was cited in a 
communication from a foreign patent office in a counterpart foreign application 
or, to my knowledge after making reasonable inquiry, was known to any individual 
designated in § 1.56(c) more than three months prior to the filing of this statement. 

Respectfully submitted, 

Paula K. Davis 
Attorney for Applicants 
Registration No. 47,517 
Phone: 317-433-3422 

Eli Lilly and Company 
Patent Division/PKD 
P.O. Box 6288 

Indianapolis, Indiana 46206-6288 

May i8 t p>no4- 



Sheet 1 of 1 



FORM PTO 1449 (modified) 

INFORMATION DISCLOSURE CITATION 
IN AN APPLICATION /'Tp^X 

/ 

1 ^\ 

1 / m tmflA \ — 1 


Atty. Docket No. 
X12383N \ 


Serial No 
09/928,198 


Applicants 

James A. Hoffman, et al. 


Filing Date 
August 10, 2001 


Group 
1647 



^vjjmggff^ 

NON PATENT LITERATURE DOCUMENTS 


Examiner 
Initials* 


Cite 
No. 1 


Include name of the author (in CAPITAL LETTERS), title of the article (when appropriate), title of the item 
(book, magazine, journal, serial, symposium, catalog, etc.), date, page(s), volume-issue numbers) publisher, 

city and/or country where published. 






CCB 


AKERS, MICHAEL J. "Excipient - Drug Interactions in Parenteral Formulations." 
Journal of Pharmaceutical Sciences, Y<>1. 92, No. 11, November 2002 






CCC 


European Agency for the Evaluation of Medicinal Products, 
Committee for Proprietary Medicinal Products (CPMP), "Note for 
Guidance on Maximum Shelf-life for Sterile Products for Human Use 
After First Opening or Following Reconstitution," Guidance 
CPMP/QWP/1 59/96, 1 999. 





Examiner 




Date Considered 




Signature 









•EXAMINER: Initial if reference considered, whether or not citation is in conformance with MPEP 609. Draw line through citation if not in conformance and not considered. Include copy of 
this form with next communication to applicant. 



Applicant's unique citation designation number (optional). See Kinds Codes of USPTO Patent Documents at www.uspto.g ov or MPEP 901 .04. Enter Office that issued the document, by the 

two-letter code (WIPO Standard ST.3). 4 For Japanese patent documents, the indication of the year of the reign of the Emperor must precede the serial number of the patent document. ^Kind of 

document by the appropriate symbols as indicated on the document under WIPO Standard ST. 16 if possible. ^Applicant is to place a check mark here if English language Translation is attached. 
Burden Hours Statement: This form is estimated to take 2.0 hours to complete. Time will vary depending upon the needs of the individual case. 

Any comments on the amount of time you are required to complete this form should be sent to the Chief Information Officer, U.S. Patent and Trademark Office, Washington, DC 20231. DO 
NOT SEND FEES OR COMPLETED FORMS TO THIS ADDRESS. SEND TO: Commissioner for Patents, P.O. Box 1450, Alexandria, VA 22313-1450. 



